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(a) Standard: Organization and staff-
ing. The organization of the nuclear
medicine service must be appropriate
to the scope and complexity of the
services offered.

(1) There must be a director who is a
doctor of medicine or osteopathy quali-
fied in nuclear medicine.

(2) The qualifications, training, func-
tions, and responsibilities of nuclear
medicine personnel must be specified
by the service director and approved by
the medical staff.

(b) Standard: Delivery of service. Ra-
dioactive materials must be prepared,
labeled, used, transported, stored, and
disposed of in accordance with accept-
able standards of practice.

(1) In-house preparation of radio-
pharmaceuticals is by, or under, the di-
rect supervision of an appropriately
trained registered pharmacist or a doc-
tor of medicine or osteopathy.

(2) There is proper storage and dis-
posal of radioactive material.

(3) If laboratory tests are performed
in the nuclear medicine service, the
service must meet the applicable re-
quirement for laboratory services spec-
ified in §482.27.

(c) Standard: Facilities. Equipment
and supplies must be appropriate for
the types of nuclear medicine services
offered and must be maintained for safe
and efficient performance. The equip-
ment must be—

(1) Maintained in safe operating con-
dition; and

(2) Inspected, tested, and calibrated
at least annually by qualified per-
sonnel.

(d) Standard: Records. The hospital
must maintain signed and dated re-
ports of nuclear medicine interpreta-
tions, consultations, and procedures.

(1) The hospital must maintain cop-
ies of nuclear medicine reports for at
least 5 years.

(2) The practitioner approved by the
medical staff to interpret diagnostic
procedures must sign and date the in-
terpretation of these tests.

(3) The hospital must maintain
records of the receipt and disposition of
radiopharmaceuticals.

(4) Nuclear medicine services must be
ordered only by practitioner whose
scope of Federal or State licensure and
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whose defined staff privileges allow
such referrals.

[61 FR 22042, June 17, 1986, as amended at 57
FR 7136, Feb. 28, 1992]

§482.54 Condition of participation:
Outpatient services.

If the hospital provides outpatient
services, the services must meet the
needs of the patients in accordance
with acceptable standards of practice.

(a) Standard: Organization. Outpatient
services must be appropriately orga-
nized and integrated with inpatient
services.

(b) Standard: Personnel. The hospital
must—

(1) Assign one or more individuals to
be responsible for outpatient services.

(2) Have appropriate professional and
nonprofessional personnel available at
each location where outpatient serv-
ices are offered, based on the scope and
complexity of outpatient services.

[61 FR 22042, June 17, 1986, as amend at 77 FR
29075, May 16, 2012]

§482.55 Condition of participation:
Emergency services.

The hospital must meet the emer-
gency needs of patients in accordance
with acceptable standards of practice.

(a) Standard: Organization and direc-
tion. If emergency services are provided
at the hospital—

(1) The services must be organized
under the direction of a qualified mem-
ber of the medical staff;

(2) The services must be integrated
with other departments of the hospital;

(3) The policies and procedures gov-
erning medical care provided in the
emergency service or department are
established by and are a continuing re-
sponsibility of the medical staff.

(b) Standard: Personnel. (1) The emer-
gency services must be supervised by a
qualified member of the medical staff.

(2) There must be adequate medical
and nursing personnel qualified in
emergency care to meet the written
emergency procedures and needs an-
ticipated by the facility.

§482.56 Condition of participation: Re-
habilitation services.

If the hospital provides rehabilita-
tion, physical therapy, occupational



§482.57

therapy, audiology, or speech pathol-
ogy services, the services must be orga-
nized and staffed to ensure the health
and safety of patients.

(a) Standard: Organization and staff-
ing. The organization of the service
must be appropriate to the scope of the
services offered.

(1) The director of the services must
have the necessary knowledge, experi-
ence, and capabilities to properly su-
pervise and administer the services.

(2) Physical therapy, occupational
therapy, speech-language pathology or
audiology services, if provided, must be
provided by qualified physical thera-
pists, physical therapist assistants, oc-
cupational therapists, occupational
therapy assistants, speech-language pa-
thologists, or audiologists as defined in
part 484 of this chapter.

(b) Standard: Delivery of services. Serv-
ices must only be provided under the
orders of a qualified and licensed prac-
titioner who is responsible for the care
of the patient, acting within his or her
scope of practice under State law, and
who is authorized by the hospital’s
medical staff to order the services in
accordance with hospital policies and
procedures and State laws.

(1) All rehabilitation services orders
must be documented in the patient’s
medical record in accordance with the
requirements at §482.24.

(2) The provision of care and the per-
sonnel qualifications must be in ac-
cordance with national acceptable
standards of practice and must also
meet the requirements of §409.17 of this
chapter.

[61 FR 22042, June 17, 1986, as amended at 72
FR 66406, Nov. 27, 2007; 75 FR 50418, Aug. 16,
2010]

§482.57 Condition of participation:
Respiratory care services.

The hospital must meet the needs of
the patients in accordance with accept-
able standards of practice. The fol-
lowing requirements apply if the hos-
pital provides respiratory care service.

(a) Standard: Organization and Staff-
ing. The organization of the respiratory
care services must be appropriate to
the scope and complexity of the serv-
ices offered.

(1) There must be a director of res-
piratory care services who is a doctor
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of medicine or osteopathy with the
knowledge experience, and capabilities
to supervise and administer the service
properly. The director may serve on ei-
ther a full-time or part-time basis.

(2) There must be adequate numbers
of respiratory therapists, respiratory
therapy technicians, and other per-
sonnel who meet the qualifications
specified by the medical staff, con-
sistent with State law.

(b) Standard: Delivery of Services.
Services must be delivered in accord-
ance with medical staff directives.

(1) Personnel qualified to perform
specific procedures and the amount of
supervision required for personnel to
carry out specific procedures must be
designated in writing.

(2) If blood gases or other laboratory
tests are performed in the respiratory
care unit, the unit must meet the ap-
plicable requirements for laboratory
services specified in §482.27.

(3) Services must only be provided
under the orders of a qualified and li-
censed practitioner who is responsible
for the care of the patient, acting with-
in his or her scope of practice under
State law, and who is authorized by the
hospital’s medical staff to order the
services in accordance with hospital
policies and procedures and State laws.

(4) All respiratory care services or-
ders must be documented in the pa-
tient’s medical record in accordance
with the requirements at §482.24.

[61 FR 22042, June 17, 1986; 51 FR 27848, Aug.
4, 1986, as amended at 57 FR 7136, Feb. 28,
1992; 75 FR 50418, Aug. 16, 2010]

Subpart E—Requirements for
Specialty Hospitals

SOURCE: 72 FR 15273, Mar. 30, 2007, unless
otherwise noted.

§482.60 Special provisions applying to
psychiatric hospitals.

Psychiatric hospital must—

(a) Be primarily engaged in pro-
viding, by or under the supervision of a
doctor of medicine or osteopathy, psy-
chiatric services for the diagnosis and
treatment of mentally ill persons;

(b) Meet the conditions of participa-
tion specified in §§482.1 through 482.23
and §§482.25 through 482.57;
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